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DETAILED ACTION 

Examiner acknowledges receipt of request for extension of time, IDS, amendment and 
remarks, all filed 1 1/17/06. Claim is amended. Claims 1-17 and 21-26 are pending. 

Response to Arguments 
Previous rejections that are not reiterated herein are withdrawn. 

Claim Rejections - 35 USC § 102 

1. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

2. Claims 1-10, 14 and 21-26 remain rejected under 35 U.S.C. 102(b) as being anticipated 
by Hennink et al. (WO 98/00170, cited on form PTO-1449). 

Hennink discloses a biodegradable hydrogel that contains hydrolysable bonds and where 
the hydrogel consists of two interpenetrating polymer networks interconnecting to one another 
through hydrolysable spacers (abstract). In Hennink, (poly)glycolic acid and/or (poly)lactic acid 
spacers are introduced between polymerizable methacrylate groups and dextran (page 7, lines 
24-27 and page 8). The hydrogel is prepared by a radical polymerization in the presence of 
tertiary amine and persulfate initiator (page 9, lines 14-23). Increasing degree of substitution 
(DS) yields a more cross-linked network (page 9, lines 31-34). Drugs are loaded onto the 
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hydrogel during polymerization or cross-linking (page 10, lines 24 and 25). The hydrogel of 
Hennink are applied as microspheres of varying sizes (page 10, lines 26-34). See also examples 
1-5 for preparation of hydrogels. The teachings of Hennink meet the limitations of the claims. 

"When the PTO shows a sound basis for believing that the products of the applicant and 
the prior art are the same, the applicant has the burden of showing that they are not." In re Spada, 
91 1 F.2d 705, 709, 1 5 USPQ2d 1655, 1658 (Fed. Cir. 1990). 

Response to Arguments 
3. Applicants 1 arguments filed 1 1/17/06 have been fully considered but they are not 
persuasive. 

Applicant argues that Hennink does not disclose two polymers that are substituted with 
chiral oligomers; applicant's first and second points in the argument are the same with 
each sating that the prior art of Hennink does not disclose two polymer strands. 
Response: 

Regarding the absence of specific chirality in Hennink, it is noted that the prior art meets 
the limitation of the oligomers recited in claim 2, which defines the oligomers of claim 1. A 
racemic molecule has equal components of each component of the opposite chirality. Regarding 
specific claimed chirality, it is noted that the composition claims do not exclude or include 
covalent or non-covalent interaction. Furthermore, the composition is a blend of A and B, 
where the hydrophilic polymer in A is not different from that in B, so that within the blend is 
present a racemic the hydrophilic polymer and the oligomers of lactic or glycolic acids. Further 
still, Hennink discloses that the composition comprises two interpenetrating polymer networks 
(claims 2). "When the PTO shows a sound basis for believing that the products of the applicant 
and the prior art are the same, the applicant has the burden of showing that they are not." In re 
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Spada, 91 1 F.2d 705, 709, 15 USPQ2d 1655, 1658 (Fed. Cir. 1990). Therefore, Hennink 
anticipates claim 1 and claims 2-10, 14 and 21-26. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

5. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

6. Claims 11-13 remain rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hennink et al. (WO 98/00170, cited on form PTO-1449). 

Hennink clearly teaches the instant hydrogel composition. Hennink teaches that 
increasing degree of substitution (DS) yields a more cross-linked network (page 9, lines 31-34). 
As it regards claim 12, Hennink discloses that the hydrophilic polymer contains polylactic or 
polyglycolic acid and Hennink specifically describes the presence of one or more units of the 
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lactic or glycolic acid (page 9, line 12) so that lactic acid or glycolic acid used in Hennink would 
have one or more units of the acid that would provide the desired release of the incorporated 
active upon hydrolysis/degradation of the lactic or glycolic. Regarding claim 13, Hennink is 
silent on the length of the oligomeric groups and it flows that a racemic mixture of lactic acid or 
glycolic acid would have equal lengths such that in the combination is racemic. Hennink does 
not teach a degree of substitution of 3-25 as recited in instant claim 11. There is no comparable 
example to demonstrate that a degree of substitution of 3-25 provides unusual results. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the invention 
was made to prepare a stereocomplex hydrogel that has appropriate degree of substitution since 
according to the teaching of Hennink degree of substitution is related to how cross-linked the 
polymer network is. One having ordinary skill in the art would have been motivated to prepare 
a stereocomplex hydrogel composition with a varying degree of substitution with the 
expectation of obtaining a hydrogel with the desired cross-linked network. 

7. Claims 15-17 are rejected under 35 U.S.C. 103(a) as being unpatentable over De Jong et 
al. (Macromolecules, 1998, 31:6397-6402, provided by applicants on form PTO-1449) in view of 
Brannon-Peppas (Int. J. Pharm., 1995, 1 16:1-9, provided by applicants on form PTO-1449). 

De Jong discloses preparation of stereocomplex es homo- or copolymers of D- and L- 
lactides and further discloses that stereocomplex formation is also observed in blends of L- 
lactide/s-caprolactone and D-lactide/E-caprolactone (abstract and page 6397). Synthesis of the 
stereocomplex begins with preparing the oligomer in the presence (2-tmethoxyethoxylethanol 
(MEE)) initiator and stannous octoate catalyst (page 6399). 
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De Jong does not teach incorporating active ingredient in the stereocomplex. However, 
Brannon-Peppas discloses that copolymers of polylactic acid are drug carriers (abstract). 
Regarding the sequence or preparing the drug containing hydrogel, selection of any order of the 
preparation steps in instant claims 15-17 is obvious in the absence of unexpected results showing 
that the order recited in the claims provides unusual results. Therefore, it would have been 
obvious to one of ordinary skill in the at the time the invention was made to include an active 
ingredient in the hydrogel composition of De Jong since Brannon-Peppas teaches that lactide 
hydrogels can be drug carriers. One having ordinary skill in the art would have been motivated 
to include active agents in the lactide hydrogel formulation of De Jong with the expectation that 
the stereocomplex lactide hydrogel would serve as a carrier. 

Response to Arguments 

8. Applicants 1 arguments filed 1 1/17/06 have been fully considered but they are not 
persuasive. 

Applicant argues that 

a) Hennink cannot render claims 11-13 obvious because, Hennink does not suggest 
polymers that are substituted with complementary chiral groups that interact 
noncovalently. 
Response: 

The response given above for Hennink shows that a racemic mixture contains equal 
amounts of the L and D-forms of the acids and therefore, Hennink anticipates the claims and 
renders obvious the claims as described above. Claims 1 1 and 12 are directed to mixtures of 
lactic acid polymers. 
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b) that De Jong employs poly disperse lactic acid oligomers prepared by using 2-(2- 
methoxyethoxy)ethanol as initiator and stannous octoate as catalyst; that the stereocomplexes of 
De Jong are not hydrogels according to Professor Hennink's declaration; that there is no 
motivation to combine Brannon-Peppas with De Jong because Brannon-Peppas does not 
overcome the deficiency of De Jong and neither of the two references disclose two water soluble 
or water dispersible hydrophilic polymers. 

Response: 

The initiator 2-(2-methoxyethoxy)ethanol and catalyst stannous octoate meet the generic 
recitation of suitable initiator. Claim 13 does not exclude using 2-(2-methoxyethoxy)ethanol as 
initiator and stannous octoate as catalyst since no specific initiator and catalyst are recited in the 
claims. Claim 13 is the process of preparing a hydrogel by polymerizing a monomer and in this 
case De Jong discloses lactide monomers (see applicant's specification at page 41, lines 22-25). 
Since De Jong uses the same components in its process as for the claimed process, it flows that 
the product formed from the same starting materials using same initiators would yield hydrogel. 
Therefore, Brannon-Peppas does not have to overcome hydrogel deficiency because the product 
formed by the process of De Jong is inherently a hydrogel. The motivation to combine 
Brannon-Peppas with De-Jong is found in Brannon-Peppas disclosure that copolymers of 
polylactic acid are used as drug carriers and Brannon-Peppas makes up for the deficiency that 
De-Jong does not have drug incorporated in the hydrogel product. 

The declaration by Professor Hennink was previously addressed and noted that the declaration is 
not commensurate with the invention in terms of formation of hydrogel only in water because 
applicant's Example 1, for example, is prepared in organic solvent and applicant's examples 1, 2 
and 4 appear to contradict Exhibit 3 submitted with the declaration. 
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No claim is allowed. 

9. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Blessing M. Fubara whose telephone number is (571) 272-0594. 
The examiner can normally be reached on 7 a.m. to 5:30 p.m. (Monday to Thursday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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